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section  1848(g)(1)(A)
(§402.1(c)(17)).

(14) Knowingly and willfully billing
for State plan approved physicians’
services on other than an assignment-
related basis for a Medicare beneficiary
who is also eligible for Medicaid
(§402.1(c)(18)).

(15) By any supplier of durable med-
ical equipment, including suppliers of
prosthetic devices, prosthetics,
orthotics, or supplies, knowingly and
willfully failing to make refunds in a
timely manner to Medicare bene-
ficiaries for services billed on an as-
signment-related basis if—

(i) The supplier did not possess a
Medicare supplier number;

(ii) The service is denied in advance;
or

(iii) The service is determined not to
be medically necessary or reasonable
(§402.1(c)(23)).

[63 FR 68690, Dec. 14, 1998, as amended at 66
FR 49546, Sept. 28, 2001]

(iii) or (iv)

§402.109 Statistical sampling.

(a) Purpose. CMS or OIG may intro-
duce the results of a statistical sam-
pling study to show the number and
amount of claims subject to sanction
under this part that the respondent
presented or caused to be presented.

(b) Prima facie evidence. The results of
the statistical sampling study, if based
upon an appropriate sampling and com-
puted by wvalid statistical methods,
constitute prima facie evidence of the
number and amount of claims or re-
quests for payment subject to sanction
under §402.1.

(c) Burden of proof. Once CMS or OIG
has made a prima facie case, the bur-
den is on the respondent to produce
evidence reasonably calculated to
rebut the findings of the statistical
sampling study. CMS or OIG then has
the opportunity to rebut this evidence.

§402.111 Factors considered in deter-
minations regarding the amount of
penalties and assessments.

(a) Basic factors. In determining the
amount of any penalty or assessment,
CMS or OIG takes into account the fol-
lowing:

(1) The nature of the claim, request
for payment, or information given and
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the circumstances under which it was
presented or given.

(2) The degree of culpability, history
of prior offenses, and financial condi-
tion of the person submitting the claim
or request for payment or giving the
information.

(3) The resources available to the per-
son submitting the claim or request for
payment or giving the information.

(4) Such other matters as justice may
require.

(b) Criteria to be considered. As guide-
lines for taking into account the fac-
tors listed in paragraph (a) of this sec-
tion, CMS or OIG considers the fol-
lowing circumstances:

(1) Aggravating circumstances of the in-
cident. An aggravating circumstance is
any of the following:

(i) The services or incidents were of
several types, occurring over a lengthy
period of time.

(ii) There were many of these serv-
ices or incidents or the nature and cir-
cumstances indicate a pattern of
claims or requests for payment for
these services or a pattern of incidents.

(iii) The amount claimed or re-
quested for these services was substan-
tial.

(iv) Before the incident or presen-
tation of any claim or request for pay-
ment subject to imposition of a civil
money penalty, the respondent was
held liable for criminal, civil, or ad-
ministrative sanctions in connection
with a program covered by this part or
any other public or private program of
payment for medical services.

(v) There is proof that a respondent
engaged in wrongful conduct, other
than the specific conduct upon which
liability is based, relating to govern-
ment programs or in connection with
the delivery of a health care service.
(The statute of limitations governing
civil money penalty proceedings does
not apply to proof of other wrongful
conduct as an aggravating cir-
cumstance.)

(2) Mitigating circumstances. The fol-
lowing circumstances are mitigating
circumstances:

(i) All the services or incidents sub-
ject to a civil money penalty were few
in number and of the same type, oc-
curred within a short period of time,
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